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I. Basis of the report 



1. 



rioff rS^ elements of the international application (Replacement sheets which have been furnished to 
the receiving Office in response to an invitation under Article 14 are referred to in this report as "originalZ^^^ 
and are not annexed to this report since they do not contain amendments (Rules 70 16 and 70 f^jf.^ ^"^"^ 



Description, Pages 

1-8 



as originally filed 



Claims, Numbers 
1-24 



received on 16.03.2004 with letter of 16.03.2004 



Drawings, Sheets 

iie-2fi 



as originally filed 



2. With regard to the language, all the elements marked above were available or fumished to this Authoritv in the 
language in which the international application was filed, unless othenA^lse indicated under this^^^^^^^ 

These elements were available or fumished to this Authority in the following language: , which is: 

□ the language of a translation fumished for the purposes of the international search (under Rule 23.1 (b)). 

□ the language of publication of the international application (under Rule 48.3(b)), 

° Rul^sS^^ furnished for the puiposes of international preliminary examination (under 

3. With regard to any nucleotide andtor amino acid sequence disclosed In the intematlonal application the 
intemational preliminary examination was earned out on the basis of the sequence listingr ^P^"''^"''"' 

□ contained in the international application in written form. 

□ filed together with the International application in computer readable form. 

□ fumished subsequently to this Authority In written form. 

□ fumished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently fumished written sequence listing does not go beyond the disclosure 
in the international application as filed has been furnished. "«yuna me aisciosure 

° Sfng^^sTe^^ '^''''''^^'^ computer readable form is identical to ttie written sequence 

4. The amendments have resulted in the cancellation of: 



□ the description, 

□ the claims, 

□ the drawings, 
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^ep^rt^'^*^'"^'" con^ain/nsr si/c/i amendments must be referred to under item 1 and annexed to this 

6. Additional observations, if necessary: 



1. Statement 
Novelty (N) 



Inventive step (IS) 



industrial applicability (lA) 



Yes: Claims 

No: Claims 

Yes: Claims 
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2. Citations and explanations 
see separate sheet 
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EXAMINAT ION 
Re Item V 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or 
industrial applicability; citations and explanations supporting such statement 

Document WO-A-9906082. which is considered to represent the most relevant state of 
the art, discloses (cf. page 6, line 19 to page 16, line 7): 

automatic peritoneal dialysis sampling system (14, 30) adapted to automatically 
sample at specific time inten/als volumetric fractions of dialysate contained in the 
peritoneum of a patient in order to improve the peritoneal dialysis for a given 
patient, wherein the peritoneal dialysis sampling system (14, 30) comprises a 
sampling container (30) and pumping means (PI) disclosed in combination with a 
series of valves (14, belonging to an automated peritoneal dialysis system) 
adapted to direct a certain quantity of fluid from a series of containers (S1, S2, G1, 
Ml, M2) to a patient 

The subject-matter of claim 1 differs from this disclosure in that the automatic peritoneal 
sampling system comprises multiple sampling containers and the series of valves are 
used to fill each of these containers. 

In view of said difference, the subject-matter of claim 1 is new and meets the 
requirements of Article 33(2) PCT. 



The differentiating features mentioned above have the purpose of automatically 
preparing and storing separate samples of dialysate liquid for later analysis. 

None of the available prior art documents describes the physical storing of a plurality of 
dialysate liquid samples for later use, neither before nor after each sample has been 
analysed. 

Therefore, the subject-matter of claim 1 involves an inventive step and the claim meets 
the requirements of Article 33(3) PCT. 
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BVAItillMAT./^M ntrn^»-. SEPARATE SHEET 

The automatic peritoneal sampling system disclosed In claim 1 is industrial applicable 
and therefore the requirements of Article 33(4) PCT are met as well. 

Claims 2 to 24 depend from claim 1 and refer to further embodiments of the automatic 
peritoneal sampling system described In claim 1 or a peritoneal dialysis system 
containing the automatic peritoneal sampling system of claim 1 . Thus, claims 2 to 24 
meet the requirements of Articles 33(2), (3) and (4) PCT for the same reasons 
explained above. 
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Claims 



1. Automatic peritoneal dialysis sampling system adapted to automatically 
sample at specific time intervals volumic fractions of a dialysate contained 
In the peritoneum of a patient in order to evaluate the peritoneal membrane 

10 characteristics and/or improve the peritoneal dialysis for a given patient, 

said peritoneal dialysis sampling system being characterized by ttia fact 
that It comprises a series of sampling containers, pumping means and a 
series of valves adapted to direct a certain quantity of each fluid sample to 
a specific sampling container. 

15 

2. Peritoneal dialysis system comprising an automatic peritoneal dialysis 
sampling system according to claim 1, a supplying line and supplying 
means for supplying dialysis fluid to a peritoneal cavity, a draining line, 
draining means for draining the fluid from said peritoneal cavity, connecting 

20 means for allowing a connection to a Y-site on the draining line which is 

situated between the patient peritoneum and the draining means of the 
peritoneal dialysis system. 

3. Peritoneal dialysis system according to claim 2 comprising means for 
25 defining the specrflc time Intervals for sampling volumic fractions in relation 

with the peritoneal dialysis program sequences, 

4. Peritoneal dialysis system according to claim 2 or 3 comprising means for 
allowing the use of different peritoneal dialysis liquids and/or different 

30 concentrations for each exchange cyde. 

5. Peritoneal dialysis system according to any of the previous claims 2 to 7 
comprising means for allowing the automatic sampling during the dwell 
time of the peritoneal dialysis cycle and/or during the drain cycle. 

35 



AMENDED. SHEET 



^^^l2{iU 12:15 ANDRE ROLAHD +4121 3214412 mm PlpPp^ 



10 



15 



20 




6. Peritoneal dialysis system according to any of the previous claims 2 to 5 
wherein said valves are of electromagnetic type. 

7. Peritoneal dialysis system according to any of the previous daims 2 to 6 
wlierefn said pumping means is of a peristaltic type. 

8. Peritoneal dialysis system according to any of claims 2 to 4 comprising 
connecting means for connecting it to the draining (ine tietween the 
draining means and a waste collector in order to coiiect samples of specific 
drain cycles. 

9. Peritoneal dialysis system according to any of the previous claims 2 to 8 
furthermore comprising means for eliminating a volume of liquid between 
two samplings at least equivalent to the dead volume contained t)etween 
the patient and the sampling level« 



lO.Peritoneal dialysis system according to any of the previous daims 2 to 9 
furthermore comprising an automatic peritoneal dialysis exchange system, 
both automatic peritoneal dialysis sampling system and automatic 
peritoneal dialysis exchange system being connected to the patient 
25 peritoneum and comprising means for exchanging information together in 

order for the automatic peritoneal dialysis sampling system to determine 
the appropriate timing for each sampling on the basis of the dialysis 
exchange cycles of the automatic peritoneal dialysis exchange system. 

30 11. Peritoneal dialysis system according to the previous dalm wherein both 

automatic peritoneal dialysis sampling system and automatic peritoneal 
dialysis exchange system are adapted to be synchronized between each 
other. 

35 12. Peritoneal dialysis system according to any of the previous daims 2 to 11 

wherein it comprises a memory key which contains all the necessary data 
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to program the functioning of said dutomatic peritoneal dialysis sampling 
system and to store the sampling infonnation. 

IS.Peritoneal dialysis system according to any of the previous daims 2 to 12 
wherein sampling containers consist of soft pouches. 

14. Peritoneal dialysis system according to any of the previous claims 2 to 12 
wherein the sampling containers contain vacuum in order to draw the liquid 
dutomaticaliy when in open connection with the drawing line. 

15. Peritoneal dialysis system according to any of the daims 2 to 12 
furthermore comprising means for sequentially collecting sample volumes 
in a tubingi each sample being separated from the previous one by an air 
bubble inserted by the automatic peritoneal sampling system in-between 
each sample. 

16. Peritoneal dialysis system according to any of the previous daims 2 to 15 
wherein said sampling containers are endosed inside a cooling tK>x which 
comprises cooling means to maintain the samples in optimal condition for 
storage until analysis. 

17. Peritoneal dialysis system according to any of the previous claims 2 to 16 
comprising analyzing means for directly analyzing of at least one 
characteristic of the sample In-line, such as by spectroscopy, fluoremetry 
or by use of chemical or electn>chemical means. 

18. Peritoneal dialysis system according to the previous dalm wherein said 
analyzing means allows the measurement of at least one of the following 
constituents or characteristics : glucose, urea, creatinine. Sodium, 
Chloride, albumine, proteins, osmolarify or ph. 
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19. Peritoneal dialysis system according to any of the previous dainns 17 or 18 
comprising means wliich use the result of the in-line analysis to optimize 
the next peritoneal dialysis exchange cycle or sampling intervals in order to 
improve the membrane characteristics evaluation and/or improve the 
peritoneal dialysis for a specific patient 

20. Peritoneal dialysis s^tem according the previous claim comprising means 
for defining tiie specific time Intervals for sampling volumic fractions in 
relation with the peritoneal dialysis program sequences. 



15 



21. Peritoneal dialysis system according to any of the claims 2 to 20 
comprising irieans for using difierent peritoneal dialysis liquids and/or 
different concentrations for each exchange cyde, whether it is a tidal 
exchange or a full exchange cyde. 



20 



25 



30 



35 



22. Peritoneal dialysis s^tem according to any of the previous claims 2 to 21 
comprising means for allowing the automatic sampling to occur during the 
dwell time of the peritoneal dialysis cycle and/or during the drain cyde in 
order to improve the evaluation of ttie perftoneal membrane characteristics 
and/or improve the peritoneal dialysis for a specFfic patient. 



23. Peritoneal dialysis system according to any of the daims 2 to 22 
comprising means for eliminating a volume of liquid at least equivalent to 
the dead volume contained between the patient and the sampling level 
between two samplings . 

24. Peritoneal dialysis system according to any of the daims 2 to 12 and 15 to 
23 comprising means for sequentially collecting the sampling volumes in 
a tubing and for separating each sample from the previous one by an air 
bubble inserted by the automatic peritoneal sampling system in-between 
each sample. 
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